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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a whtten description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claim 9 is rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

A genus can be adequately described if the disclosure presents a 
sufficient number of representative species that encompass the genus. It the 
genus has substantial variance, the disclosure must describe a sufficient number 
of species to reflect the variation within that genus. See MPEP 2163. Although 
the MPEP does not specifically define what constitutes a representative number 
of species, courts have indicated what does not constitute same. See, e.g., In re 
Gostelli . 10 USPQ 2d 1614, 1618 (Fed. Cir. 1989), holding that the disclosure of 
two compounds within a subgenus did not adequately describe such subgenus. 

As outlined in Univ. of Calf. V. Eli Lilly . 43 USPQ 2d 1398, 1406 (Fed. Cir. 
1997), a description of a genus can comprise a recitation of structural features 
common to the members of the genus, which features constitute a substantial 
portion of the genus. This is analogous to enablement of a genus under Section 
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1 1 2, Para. 1 , by showing the enablement of a representative number of species 
within the genus. Mere indistinct terms (here the term "water-insoluble material"), 
however, may not suffice to meet the written description requirement. 

The instant specification lists approximately 17 specific "water-insoluble 
material[s]". That listing of 17 species is far narrower in scope than the broad 
genus "water-insoluble material", and claim 9 fails to recite any structural 
features common to the members of that genus which would constitute a 
substantial portion of the same. Accordingly, the term "water-insoluble material" 
as used currently by instant claim 9 is deemed so indistinct that it fails to 
reasonably convey to one skilled in the art that applicant was in possession of a 
representative number of species within that genus. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described In a printed publication In this or a foreign country or In 
public use or on sale In this country, more than one year prior to the date of application for patent In 
the United States. 

Claims 1 , 2 and 5 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Janeuszewski et al. (U.S. 4,159,319). 

Januszewski et al. teach a stable anhydrous dentrifice which is comprised 
of an abrasive, a hydroxypropylcellulose gelling agent and a propylene glycol as 
essential ingredients (Abstract). The present invention consists of anhydrous 
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synthetic zeolite abrasive in amounts of about 20 to 50% by weight, about 0.1 to 
5% by weight of at least one flavoring agent, and about 20 to 75% of an 
anhydrous liquid vehicle consisting essentially of propylene glycol gelled with 
hydroxypropylcellulose (column 2, lines 30, 34-44). The synthetic zeolites 
possess acceptable abrasivity for effective cleaning and polishing of teeth 
(column 3, 46-50). The liquids in the dentrifice will comprise chiefly propylene 
glycol in an amount by weight of preferably 35 to 60% (column 5, lines 20-30). 
Preferably about 1 to 5% of hydroxypropylcellulose gelling agent need be used; 
an amount which is sufficient to form an extrudable, shape retaining product 
which can be squeezed from a tube onto a toothbrush and will substantially 
maintain its shape thereon, i.e. toothpaste or tooth gel (column 8, 30-32). In 
some cases flavorful solvents may be employed. Such flavorings may be 
solidified by being mixed with a particulate carrier such as a higher fatter acid 
(column 8, 57-63). Higher fatty acids include myristic acid, oleic acid, linoleic 
acid, and linolenic acid.^ It is preferred to use from about 0.05 to 5% by weight of 
a surface-active material, i.e. surfactant, in the instant oral preparations (column 
1 1 , lines 7-10). Januszewski et al. teach a composition comprised of propylene 
glycol, Klucel GF, i.e. hydroxypropylcellose, and flavoring (column 14, lines 50- 
61). The prior art anticipates the instant invention insofar as it discloses a 
nonaqueous composition comprised of a tooth whitening agent, propylene glycol; 
higher fatty acids; and a gelling agent, hydroxypropylcellulose, said composition 
being substantially free of water and peroxide. The compounds of the prior art 



^ Hlrschmann et al., Nomenclature of Lipids, 1976, Appendix A. 
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are those disclosed in the instant invention and, therefore, would inherently 
possess the disclosed limitations of relative permittivity, vapor pressure, 
solubility, and precipitation characteristics of claim 1. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the phor art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering patentability 
of the claims under 35 U.S.C. 103(a), the examiner presumes that the subject 
matter of the various claims was commonly owned at the time any inventions 
covered therein were made absent any evidence to the contrary. Applicant is 
advised of the obligation under 37 CFR 1 .56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 
U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

1 . Claims 4, 6 and 7 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Januszewski et al. (U.S. 4,159,316) as applied to claims 1, 2 
and 5 above. 
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Januszewski et al. are discussed above. 

Januszewski et al. does not teacli a specific embodiment comprised of 
hydroxypropylcellulose, propylene glycol, and flavorful solvents which are mixed 
with higher fatty acids, nor a composition of claim 1 further comprised of a 
surfactant. 

It is prima facie obvious to select a compound based on its suitability for it 
Its intended purpose. See MPEP 2144.07. Therefore, it would have been 
obvious to use the flavorful solvents mixed with either myristic, oleic, linoleic or 
linolenic acids of Januszewski et al. in the composition. It would have also been 
obvious to use a surfactant of Januszewski et al. in the composition. 

Where the general conditions of a claim are disclosed in the prior art, it is 
not inventive to determine the optimum or workable ranges. Therefore it would 
have been obvious to determine the optimum or workable ranges of higher fatty 
acids though routine experimentation. 

2. Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Januszewski et al. as applied to claims 1 , 2 and 5 above, and 
further in view of Ibsen et al (U.S. Patent Pub. 2002/0006386). 
Januszewski et al. is discussed above. 

Januszewski et al. does not teach a tool for application of the dentrifice 
which is detachably fitted to teeth. 

Ibsen et al. teach an anhydrous dentrifice, i.e. toothpaste, brushing gel, 
etc., comprised polyols and gelling agent; preferred organic polyols include 
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propylene glycol (Abstract, paragraph [0030]). Dentrifices are used to clean, 
bleach, whiten, and otherwise treat teeth and gums. Generally the active 
ingredients of a dentrifice are contained within a carrier (paragraph [0002]). The 
carrier is either a paste, i.e. toothpaste, or a gel. Each is dispensed onto a 
brushing device or onto a tray, stint, or mouthguard, i.e. mouthpiece. The line 
between gels and pastes is not always clear. Sometimes dentrifices that are 
opaque and or contain one or more abrasive fillers are labeled pastes, even if 
they exhibit gel-like properties (paragraph [0003]). 

Ibsen et al. does not teach the specific anhydrous, i.e. nonaqueous, 
compositions of Januszewski et al. 

It is generally prima facie obvious to select a compound/composition 
based on its suitability for its intended use. Therefore, it would have been 
obvious to use a tray or mouthguard to deliver the compositions of the primary 
reference because they are disclosed as suitable for delivering these types of 
compositions, as supported by Ibsen et al. 

All claims are rejected. 



Conclusion 
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